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DETAILED ACTION 

1 . This Office action is responsive to an amendment filed January 5, 2007. Claims 

1. 3-15, 17-22 and 59-60 are pending. Claims 2 and 16 have been cancelled. No new 
claim has been added. Claims 1 and 14 have been amended. 

Claim Rejections - 35 USC § 103 

2. The text of those sections of Title 35, U.S. Code not included in this action can 
be found in a prior Office action. 

3. Claims 1, 3-7, 12-15, 17, 21-22 and 59-60 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Richardson et al. (US Patent No. 6,673,025). 

In regards to claim 1, Richardson et al. discloses a guidewire 140, comprising: 

a core member 141 having a proximal end and a distal end; 

a tubular member 156 having a proximal end and a distal end, the tubular 
member 156 disposed about and connected to the distal end of the core member 141 , 
the distal end of the tubular member 1 56 extending distally beyond the distal end of the 
core member 141; and 

a coil member 151 connected to the tubular member 156 (see fig. 20). 

In regards to claim 3, Richardson et al. discloses a guidewire wherein the 
proximal end of the coil member 151 is positioned distal of the distal end of the core 
member 141 (see fig. 20). 

In regards to claim 4, Richardson et al. discloses a guidewire wherein the 
proximal end of the tubular member 156 fits over the distal end of the core member 141 
(see fig. 20). 
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In regards to claim 5, Richardson et al. discloses a guidewire wherein the 
proximal end of the coil member fits over the distal end of the tubular member (see fig. 
20). 

In regards to claim 6, Richardson et al. discloses a guidewire further including a 
polymer sheath 1 57 disposed about the coil member 1 51 , the tubular member 1 56, and 
at least a portion of the core member 141 (see fig. 20). 

In regards to claim 7, Richardson et al. discloses a guidewire wherein the 
polymer sheath 157 is disposed over all of the core member 141 (see fig. 20). 

In regards to claim 12, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a hemispherical cross section (see fig. 20). 

In regards to claim 13, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a circular cross section (see fig. 20). 

In regards to claim 14, Richardson et al. discloses a guidewire comprising: 

a core member 141 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 

a distal assembly (151, 1 56) including a tubular member 1 56 having an inner 
surface adapted for connection to the distal portion of the core member 141, and an 
outer surface, and a coil member 151 connected to the tubular member 156; 

wherein the distal assembly (151, 156) is connected to the distal portion of the 
core member 141 such that a portion of the distal assembly extends distally beyond the 
distal end of the core member 141 (see fig. 20). 
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In regards to claim 15, Richardson et al. discloses a guidewire wherein the distal 
assembly is connected to the distal portion of the core member 141 such that a portion 
of the tubular member 156 extends distally beyond the distal end of the core member 
141 (see fig. 20). 

In regards to claim 17, Richardson et al. discloses a guidewire further including a 
polymer sheath disposed about the coil member 1 51 , the tubular member 1 56, and at 
least a portion of the core member 141 (see fig. 20). 

In regards to claim 21, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a hemispherical cross section (see fig. 20). 

In regards to claim 22, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a circular cross section (see fig. 20). 

In regards to claim 59, Richardson et al. discloses a medical device comprising: 

an elongated shaft 141 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 

a distal assembly including a tubular member 156 and a ribbon or wire 151 
connected to and extending distally of the tubular member 156; wherein the distal 
assembly is connected to the distal portion of the elongated shaft 141 such that a 
portion of the distal assembly (151, 156) extends distally beyond the distal end of the 
elongated shaft 141 (see fig. 20). 

In regards to claim 60, Richardson et al. discloses a medical device wherein the 
ribbon or wire is a coiled ribbon or wire 151 (see fig. 20). 
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Richardson et al. disclose a guidewire comprising a plurality of polymer layers 
substantially arranged in the same manner as Applicant's device with the exception that 
Applicant has explicitly identified an inner polymer layer as "a tubular member" (see 
Applicants drawings, figs. 3-4 and Richardson etal., figure 20; column 6/lines 1-24). 

As such, Applying the factual inquiries set forth in Graham v. John Deere Co., 
383 U.S. 1, 148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) and are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

It would have been obvious to one of ordinary skill in the art at the time 
Applicants invention was made to provide a guidewire similar to that of Richardson et 
al. with a plurality of polymer layers of different kinds arranged about the core wire and 
the coil since such a modification would serve the same purpose of enhancing the 
performance of the guidewire and providing a guidewire with a substantially constant 
outer transverse dimension which translates smoothly in an axial direction within 
catheter lumens, intracorporeal channels, or the like (see Richardson etai, column 
19/lines 15-25 & 51-53; column 20/lines 15-20). 

1) In figure 20, Richardson et al. disclose a guidewire embodiment 
comprising, inter alia, a tubular member wherein the distal end of the tubular member 
extends distally beyond the distal end of the core member; 
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Core member 



tubular member 



2) In figures 23 and 32, Richardson et al. disclose a guidewire embodiment 
comprising, inter alia, a coil member (181 , 183) wherein the coil member extends 
distally beyond the distal end of the tubular member; 



roj 170 
** \ 173 
^ W- 



174 182 



I 
I 

ia , 1—25 | 
18 V J7B i/W 



173 17 P 



FIG. 23 



tan 



NB6 



Core member 




Tubular member 1 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a guidewire similar to that of Richardson et 
al.'s first embodiment with a coil that extends distally beyond the distal end of the 
tubular member similar to that of Richardson et al.'s second embodiment since such a 
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modification would serve the same purpose of fluoroscopically tracking and/or imaging 
the distal end of the guidewire (see Richardson et al., column 5/lines 39-60). 

4. Claims 8, 1 1 , 18 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Richardson et al. (' 025) in view of Palmer et al. (US Patent No. 
6,544,231). 

Richardson et al. discloses a guidewire 10, as described above, that teaches all 
the limitations of the claims except Richardson et al. does not teach the process of laser 
welding or soldering. However, Palmer et al. disclose a medical instrument wherein a 
coil is bonded to a metallic tubular structure through laser welding (see column 4/lines 
16-18). It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a connected apparatus similar to that of 
Richardson et al. with a connecting process similar to that of Palmer et al. in order to 
tightly fuse metal elements together. 

5. Claims 9-10 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Richardson et al. (' 025) in view of Palmer et al. ('231) further in view of Cook et al. 
(US Patent No. 5,213,1 1 1). 

Richardson et al. as modified by Palmer et al. discloses a guidewire, as 
described above, that teaches all the limitations of the claim except Richardson et al. as 
modified by Palmer et al. does not teach connecting the tubular member through 
crimping. However, Cook et al. disclose a guidewire wherein a coil member 151 is 
connected to a core member through crimping (see column 3/lines 13-16). It would have 
been obvious to one of ordinary skill in the art at the time Applicant's invention was 
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made to provide a guidewire similar to that of Richardson et al. as modified by Palmer et 
al. with a connecting process similar to that of Cook et al. in order to hold the elements 
together in a friction-fit fashion. 

6. Claims 1, 3-7, 12-15, 17, 21-22 and 59-60 are rejected under 35 U.S.C. 103(a) 
as being unpatentable over Richardson et al. (US Patent No. 6,673,025) in view of 
Hodgson et al. (US 5,345,945). 

In regards to claim 1, Richardson etal. discloses a guidewire 140, comprising: 

a core member 141 having a proximal end and a distal end; 

a tubular member 156 having a proximal end and a distal end, the tubular 
member 156 disposed about and connected to the distal end of the core member 141, 
the distal end of the tubular member 1 56 extending distally beyond the distal end of the 
core member 141; and 

a coil member 151 connected to the tubular member 156 (see fig. 20). 

In regards to claim 3, Richardson et al. discloses a guidewire wherein the 
proximal end of the coil member 151 is positioned distal of the distal end of the core 
member 141 (see fig. 20). 

In regards to claim 4, Richardson et al. discloses a guidewire wherein the 
proximal end of the tubular member 156 fits over the distal end of the core member 141 
(see fig. 20). 

In regards to claim 5, Richardson et al. discloses a guidewire wherein the 
proximal end of the coil member fits over the distal end of the tubular member (see fig. 
20). 
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In regards to claim 6, Richardson et al. discloses a guidewire further including a 
polymer sheath 157 disposed about the coil member 151 , the tubular member 156, and 
at least a portion of the core member 141 (see fig. 20). 

In regards to claim 7, Richardson et al. discloses a guidewire wherein the 
polymer sheath 157 is disposed over all of the core member 141 (see fig. 20). 

In regards to claim 12, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a hemispherical cross section (see fig. 20). 

In regards to claim 13, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a circular cross section (see fig. 20). 

In regards to claim 14, Richardson et al. discloses a guidewire comprising: 

a core member 141 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 

a distal assembly (151, 156) including a tubular member 156 having an inner 
surface adapted for connection to the distal portion of the core member 141, and an 
outer surface, and a coil member 151 connected to the tubular member 156; 

wherein the distal assembly (151 , 156) is connected to the distal portion of the 
core member 141 such that a portion of the distal assembly extends distally beyond the 
distal end of the core member 141 (see fig. 20). 

In regards to claim 15, Richardson et al. discloses a guidewire wherein the distal 
assembly is connected to the distal portion of the core member 141 such that a portion 
of the tubular member 1 56 extends distally beyond the distal end of the core member 
141 (see fig. 20). 
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In regards to claim 17, Richardson et al. discloses a guidewire further including a 
polymer sheath disposed about the coil member 151 , the tubular member 156, and at 
least a portion of the core member 141 (see fig. 20). 

In regards to claim 21, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a hemispherical cross section (see fig. 20). 

In regards to claim 22, Richardson et al. discloses a guidewire wherein the 
tubular member 156 has a circular cross section (see fig. 20). 

In regards to claim 59, Richardson et al. discloses a medical device comprising: 

an elongated shaft 141 including a proximal portion having a proximal end and a 
distal portion having a distal end; and 

a distal assembly including a tubular member 156 and a ribbon or wire 151 
connected to and extending distally of the tubular member 156; wherein the distal 
assembly is connected to the distal portion of the elongated shaft 141 such that a 
portion of the distal assembly (151, 156) extends distally beyond the distal end of the 
elongated shaft 141 (see fig. 20). 

In regards to claim 60, Richardson et al. discloses a medical device wherein the 
ribbon or wire is a coiled ribbon or wire 151 (see fig. 20). 

Richardson et al. disclose a guidewire comprising a plurality of polymer layers 
substantially arranged in the same manner as Applicant's device with the exception that 
Applicant has explicitly identified an inner polymer layer as "a tubular member" (see 
Applicant's drawings, figs. 3-4 and Richardson et al., figure 20; column 6/lines 1-24). 
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Hodgson et al. disclose a guidewire wherein a coil 100 extends distally beyond 
the distal end of a tubular member; wherein the tubular member comprises a plurality of 
layered coils (see fig. 5B; column 5/lines 30-47). 




As such, Applying the factual inquiries set forth in Graham v. John Deere Co., 
383 U.S. 1, 148 USPQ 459 (1966), that are applied for establishing a background for 
determining obviousness under 35 U.S.C. 103(a) and are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 

4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

It would have been obvious to one of ordinary skill in the art at the time 

Applicants invention was made to provide a guidewire similar to that of Richardson et 

al. with a plurality of polymer or coil layers of different kinds arranged about the core 

wire similar to that of Hodgson et al. since such a modification would serve the same 

purpose of enhancing the performance of the guidewire and providing a guidewire with 

a substantially constant outer transverse dimension which translates smoothly in an 

axial direction within catheter lumens, intracorporeal channels, or the like (see 

Richardson etal. } column 19/lines 15-25 & 51-53; column 20/lines 15-20). 
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Moreover, in figure 20, Richardson et al. disclose a guidewire embodiment 
comprising, inter alia, a tubular member wherein the distal end of the tubular member 
extends distally beyond the distal end of the core member; 

Core member 




™' L 
21 

FIG. 20 



tubular member 

It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a guidewire similar to that of Richardson et 
al.'s first embodiment with a coil that extends distally beyond the distal end of the 
tubular member similar to that of Hodgson et al. since such a modification would serve 
the same purpose of fluoroscopically tracking and/or imaging the distal end of the 
guidewire (see Richardson et al., column 5/lines 39-60). 
7. Claims 8, 1 1, 18 and 20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Richardson et al. (' 025) in view of Hodgson et al. ('945) further in 
view of Palmer et al. (US Patent No. 6,544,231). 

Richardson et al. as modified by Hodgson et al. discloses a guidewire 10, as 
described above, that teaches all the limitations of the claims except Richardson et al. 
as modified by Hodgson et al. does not teach the process of laser welding or soldering. 
However, Palmer et al. disclose a medical instrument wherein a coil is bonded to a 
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metallic tubular structure through laser welding (see column 4/lines 16-18). It would 
have been obvious to one of ordinary skill in the art at the time Applicant's invention was 
made to provide a connected apparatus similar to that of Richardson et al. as modified 
by Hodgson et al. with a connecting process similar to that of Palmer et al. in order to 
tightly fuse the metal elements together. 

8. Claims 9-10 and 19 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Richardson et al. (' 025) in view of Hodgson et al. 0945) further in view of Palmer 
etal. ('231) even further in view of Cook et al. (US Patent No. 5,213,111). 

Richardson et al. as modified by Hodgson et al. and Palmer et al. discloses a 
guidewire, as described above, that teaches all the limitations of the claim except 
Richardson et al. as modified by Hodgson et al. and Palmer et al. does not teach 
connecting the tubular member through crimping. However, Cook et al. disclose a 
guidewire wherein a coil member 151 is connected to a core member through crimping 
(see column 3/lines 13-16). It would have been obvious to one of ordinary skill in the art 
at the time Applicant's invention was made to provide a guidewire similar to that of 
Richardson et al. as modified by Hodgson et al. and Palmer et al. with a connecting 
process similar to that of Cook et al. in order to hold the elements together in a friction- 
fit fashion. 

Response to Arguments 

9. Applicant's arguments with respect to the Richardson reference have been fully 
considered but they are not persuasive. Applicant argues that Richardson does not 
teach a guidewire wherein the distal end of coil member extends distally beyond the 
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distal end of the tubular member. This argument has been considered and has not been 
deemed persuasive. 

In regards to the Applicant's argument, the Examiner respectfully traverses. As 
noted in the rejections supra, Richardson et al. discloses several embodiments of the 
same invention as follows: 

1) In figure 20, Richardson et al. disclose a guidewire embodiment 
comprising, inter alia, a tubular member wherein the distal end of the tubular member 
extends distally beyond the distal end of the core member; 

Core member 




tubular member 

2) In figures 23 and 32, Richardson et al. disclose a guidewire embodiment 
comprising, inter alia, a coil member (181, 183) wherein the coil member extends 
distally beyond the distal end of the tubular member; 



\T2 171 p24 m \ 175 
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It would have been obvious to one of ordinary skill in the art at the time 
Applicant's invention was made to provide a guidewire similar to that of Richardson et 
al.'s first embodiment with a coil that extends distally beyond the distal end of the 
tubular member similar to that of Richardson et al.'s second embodiment since such a 
modification would serve the same purpose of fluoroscopically tracking and/or imaging 
the distal end of the guidewire (see Richardson et al., column 5/lines 39-60). Moreover, 
the Applicant's specification has failed to disclose the critically of such a modification. 

As such, the rejections under 103 over Richardson et al. in view of at least one of 
Palmer et al., and Cook et al. are maintained. 

Conclusion 

10. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 
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1 1 . Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rene Towa whose telephone number is (571) 272-8758. 
The examiner can normally be reached on M-F, 8:00-16:30. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Max Hindenburg can be reached on (571) 272-4726. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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